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lcket Nd. 2OOSN-0329 

ir or Madam: 

Lntibiotics Working (&4W) appreciates &is oppurtur@y to submit comments 
ning FDA’s proposed rule for ‘Design&on of New al Drugs for Minor 
I Minor, Species under, the Minor Use and Minor @XC&S (MUMS) Animal 

r 56394). Keep ~~b~ot~cs Working 

tur& 
is a coalition of health* CXfnsUmer, 

environm&std, humane and Qthe~‘~~~c~ ~rC%~ps with more than 
illion members dedicated to eliminating a-major c&se of antibiotic 
tl~e: the inappropriate use- of antibiotics irr farm anim&s, 

mmen ts cowem ttie Food and Drug Admi~s~ati~‘s I A’s) definition of 
- use” under the MUMS Act. The Act establ’isbes ‘mcentives for development 
pro4 of drugs falling under the MUMS Act, Among them, the Act allows 
.onal spproval of drugs that have “‘minor uses” in %r#or” animal species - 
j by the Act ,as.cattle, swine, chickens, t&-keys, dogs, cats, and horses. FDA 
jterpret. the Act’s de6nition af “minor use’? as “the intertded use of a drug in a 
species for an indication that occurs infreq~entliy and in only a small number 
1 limited geographical areas and in only a smz$l number of animals annually.” 

t “The tigency intends at some time in the: future tu propose that “small 
I&” be defined in reg$ations as a spe&ii number for each of the seven 
(70 FR 56396) KAW believes that this is a’reas e approach, but 
chose numbers that are sufficienily smdl.as to -tkuly represent uses where 

onable expectation that a manufacturer would seek drug approval without 
revisions of the MUMS Act. 

%xnments are presented below. 



12/10/2005 20: 49 -17735255226 FiXi PAGE 03 

tab&h diflekent cniteria for determf&g %n@ nuRlrber~ of food 
ogs, cats, and hors*s 

mment on crkria the- agtscy should use to d~~~~~e that the number of 
I.” KAW urges that F’D+ establish di~~r~nt sets 
als (cattlei swine, chickens, and tur~y~~ ;ruxd for 

animals (dogs,. cats, and horses). Eco 
to admhister dfugs to these two types of anii~ils. Food 

for slaug,hter (either immediatily u~n’r~~~~g slaughter weight, or 
r usefwl life, for exani~l~ as dairy oaws), and ~N%E&XB to adrrdnister 
by ecoaomic considerations, Decisions to ~drni~s~~~ drugs to dogs, 
on ‘the other hand, are generally a mix 4f~e~4n~mic and personal factor% 
are fr&quently valued as indivviduab and even as family members. 

afety tradeoffs involved in drug approval are different for food animals 
and horses. Althoiagh drugs approved by ‘FPA for use in food 
a legal st&ard of safety, many scientists as weI1 as consumers. are 

the potential human health, animal welfare, and ~n~~o~en~~ impacts 
drug use in food animals. There is not a Comparable safety tradeoff for 

ses. In fact, most consumers wovld likq4y $&or the availability of a 
r conditions in dogs, cats, and horses, even if the drug has not yet been 

deterspine what ca~t~tutes a %maW qumber of &f;ood animals based 
ed numbers elf anfmals to which a drug wlIl,be adrnjnbtered and the 

s out, drqgs zlre aft&n dminfstered to large groups of food animalis - for 
chickens in a chicken house -- even KonPy some of th;e animals are 
Thus, the market for a drug is ~e~re~~n~ed by the&umber of animafs 

ally admini@.ered a drug, not the number that may become ill. Even 
affects a small number of animals, appr&tl of a &ug under the 

ay not be wafranted if a far larger number ofan~rn~~~ aye likely to be given 

nimals treated can also increase greatly if a drug is uwd extralabel. FDA 
tbe potential bf a drug to be used extralabel when m%khg a minor use 
is potential could be particularf y high if t@~ approval is for,a new 
ox IILNV dosage form. The extralabel ay inc@de other major 
uded in the prqosed3abel greatly exp the r&@er of animals 
onably aritiqipated u&s, both label ,a must be considered 

ning whither a ‘“small’” riumber of animais will be affected. 

hn US of a drug, even in a small nnm&r of anima would constjtute a 
tker than for shorter term use, and appkation af the UMS Act would 
d as a means to motivate companies to seek drug apprtivals. As a simple 
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:ation for such a restriction is. that the MWy323 Act shied- not be used as a 
)ve additional drngs for use in fmd animals in order to: compensate for the 
ful or ur$heqt&y W ing cqnditions found on many ~nd~~t~a~-~ty~e farms. 
m imah too often live ua$ler conditions corxdu&e ‘to d&ease, foad animals 
yle farms are given commrmly pro~~y~~c~i~ dam over, long priods of 
phyla& dmg us is outside the intention of the Act by expressed in 
(Z), which finds that: 

i a severe Shortage of approved new anin& drugs for, @ W ing anina 
; and conditions that occur infrequently or in bite-d geographic areas. 

&Id establish criteria far *‘m inor use” t&t preclude the use of conditional 
I the MUMS- Act for&qp fur long-teefin Xattticgws, even if the 
ied to prevent ,dirseases that occur i~~e~uent~~ or i$ lim ited geographical 

goal of tie MUMS IegkWion is to overcume i~~~fjcj 
:velbp data to support approvalis, FDA should cant&de ../_ 
re giving it a . lUUMS designation, The Usl is actively working with many 
irtners tb harma-nize regulakxy requirements. far new al drugs. 
are stil;t: differences between regulatory spstms around the wm1d, much 

tired5 for approvals in other countries is id~~t~c~l to’ da@  required by FDA. 
r uf zi drbg that is already approved in eanntri& w&h substantially the 
mpuirements a+ the US does not need ~n~t~ves ta develop data and 
@en a MUMS designation. 

; a prediction al+~t the future market frx a drug if t&e agency designates or 
pproves that drug for a m inor use. In or&r trr ~~~ito~ whether the MUMS 
g its intended goal. to b&ease the ~v~b~~~ty,.~f drwgs $or m inor uses, FDA 
annual reports an qu&t~ties sold of each de& d and conditionally 

This i~farmation is essentiatzto determ ine if the predictions made prior to 
lrrect add to insure that thti MUMS rule is serving i.& intended purpose. 
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